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APPELLANT'S STATEMENT IN SUPPORT OF 
PRE-APPEAL BRIEF REQUEST FOR REVIEW 



Mail Stop AF 
Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Dear Sir: 

This statement is presented by Appellant in compliance with the USPTO Official Gazette 
Notice of July 12, 2005 entitled "New Pre- Appeal Brief Conference Pilot Program." Appellant 
is requesting a prc-appcal brief conference on the belief that the rejections of record arc clearly 
not proper and are without merit. Appellant's request is based upon a clear legal or factual 
deficiency in the rejections. As such, Appellant believes this request for pre-appeal review is 
appropriate. 

The Final Office Action dated July 14, 201 1 (hereinafter "Office Action") contained the 
following rejections: claims 1, 3-4, 7-14, and 18 stand rejected based on 35 U.S.C. § 102(b) in 
view of U.S. 5,443,492 (hereinafter "Stokes"); claims 2, 15-17, and 19-20 stand rejected based 
on 35 U.S.C. § 103(a) in view of Stokes; claims 5-6 stand rejected based on 35 U.S.C. § 103(a) in 
view of Stokes and U.S. 5,639,276 (hereinafter "Weinstock"); and claims 21-26 are rejected 
based on 35 U.S.C. § 103(a) in view of Stokes and U.S. 4,317,458 (hereinafter "Yokoyama"). 
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While Appellant would present more issues in an Appeal Brief, this request for Pre- 
Appeal review concerns certain deficiencies in the § 102(b) rejection of independent claim 1 

based on Stokes, the obviousness rejection of independent claim 6 based on Stokes, and the 
obviousness rejection of independent claim 21 based on Stokes and Yokoyama as outlined in the 
Office Action. 

Each of independent claims 1 and 6 includes, in some form: 

1. ) a lead introducing system comprising a proximal terminus, a distal terminus, and one 

or more myocardium penetrating components at the distal terminus; 

2. ) advancing a distal portion of a lead over or through the proximal terminus of the lead 

introducing system into the myocardium, the distal portion of the lead advancing into 
the myocardium one or both of over and within the one or more myocardium 
penetrating components of the lead introducing system. 

Appellant maintains its consistently held position set forth in prior responses and during a 

recent telephonic interview with the Examiner that Stokes has been unreasonably interpreted as 

purportedly disclosing at least the claimed feature of "advancing a distal portion of a lead over or 

through the proximal terminus of the lead introducing system into the myocardium" {emphasis 

added). Upon reading Stokes, one skilled in the art would immediately recognize that the 

outwardly projecting fixation hook 18 of lead body 12 would prevent advancement of the distal 

portion of lead body 12 (shown to include electrode assembly 14 and fixation hook 18 in Figure 

5 reproduced below) over or through the proximal terminus of the needle 40 (acknowledged in 

the Office Action as tabs 42 seen in Figure 4). 
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One skilled in the art would immediately understand from Figures 4 and 5 of Stokes that 
the radial length of the fixation hook 18 (projecting normal to a longitudinal axis of the lead 
body 12) is much greater than a radius of the lumen of the needle 40. This relationship between 
the radial length of the fixation hook 1 8 being greater than the radius of the lumen of the needle 
40 is clearly evident in Figure 5. One skilled in the art would immediately appreciate that 
attempting to advance the distal portion of lead body 12, beginning with the electrode tip 16, into 
the lumen opening of the needle 40 beginning at tabs 42 would cause the fixation hook 18 to be 
blocked by tab(s) 42. An attempt to forceably advance the lead body 12 further in a distal 
direction after blockage of the fixation hook 18 would likely cause the fixation hook 18 to be 
bent backward or break apart from the electrode assembly 14. 

Stokes teaches that the "curved portion 22 of hook 18 is preferably oriented at 
approximately 45° with respect to the longitudinal axis of lead body 12 as represented by angle 
1 1 in FIG. 1 . It is believed that such an angled configuration of curved portion 22 of hook 1 8 
facilitates introduction of lead body 12 into an implantation site, and fiirther facilitates and 
enhances the fixation of lead 10" (column 5, lines 10-17). 

One skilled in the art would more likely than not consider the forced bending of the 
fixation hook 18 to be undesirable for several reasons. For example, such bending could damage 
the fixation hook 18 and, therefore, the electrode assembly 14 of which the hook 18 is a 
component. Also, a bent fixation hook 18 would likely not operate as intended, since the desired 
approximate 45° angle requirement discussed above would most likely be violated, assuming the 
fixation hook 18 survived the forced bending event intact. For at least the reasons that Stokes 
has been unreasonably interpreted and also fails to teach each and every feature of Appellant's 
claim 1, Stokes does not anticipate claim 1. Claims 3-4, 7-14, and 18 are also not anticipated by 
Stokes, for being dependent on novel claim 1 and reciting additional features not taught by 
Stokes. A reasonable interpretation of Stokes reveals that at least some features of claims 1,3,4, 
7-14, and 18 are not disclosed explicitly or inherently in Stokes. Appellant respectfiiUy submits 
that the anticipation rejection of claims 1,3,4, 7-14, and 18 in view of Stokes cannot be 
sustained. 

Conceming the obviousness rejection of claim 6, this claim recites the following features 
in addition to those listed above: 
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advancing a lead introducing system through the pericardium and 
epicardium, and to the myocardium of the patient's heart, the lead introducing 
system comprising ... a piercing needle and a dilating sheath; 

advancing, after removing the dilating sheath, a distal portion of a lead over 
or through the proximal terminus of the lead introducing system and into the 
myocardium, the distal portion of the lead advancing into the myocardium one or 
both of over and within ... the piercing needle; 

In claim 6, the distal portion of the lead is advanced over/within the piercing needle and 
into the myocardium after the piercing needle has been advanced through the pericardium, the 
epicardium, and into the myocardium. In contrast, Stokes, at column 7, lines 22-42, teaches that: 

To introduce and affix lead 10 ... needle 40 is advanced to the forward (distal) 
position depicted in FIG. 5, wherein electrode assembly 14 is disposed within the 
lumen of needle 40. Needle 40 is then inserted into an appropriate entry site, for 
example, a subxyphoid site which provides access to epicardial tissue. 

This portion of Stokes teaches that the electrode assembly 14 (and therefore lead body 
12) is "disposed within the lumen of needle 40" before the needle 40 is inserted into the entry 
site. As such. Stokes fails to teach or suggest all elements of claim 6, and the obviousness 
rejection of claim 6 cannot be sustained. 

Each of the obviousness rejections of dependent claims 2, 5, 15-17, 19, and 20 rely on 
Stokes as the sole or primary reference. For reasons discussed above, Stokes fails to teach or 
suggest all features of independent claims 1 and 6 from which these rejected claims respectively 
depend. The teachings of Weinstock do not supply the claimed features clearly missing from 
Stokes. Because independent claims 1 and 6 are nonobvious in view of Stokes, alone or in 
combination with Weinstock, dependent claims 2, 5, 15-17, 19, and 20 are also nonobvious. In 
re Fine, 837 F.2d 1071 (Fed. Cir. 1988). 

Claims 21-26 stand rejected as being unpatentable over Stokes and Yokoyama. Among 
other features, independent claim 21 recites "advancing the distal portion of the lead into the 
myocardium comprises passing the lead over the piercing needle such that the piercing needle is 
within the open lumen of the lead while the lead passes over the piercing needle." 

As can be seen in Figures 4 and 5 of Stokes reproduced above, the needle 40 is not shown 
or described as being within the open lumen of lead body 12. Rather, the lead body 12 is shown 
and described as being "disposed within the lumen of needle 40" (column 7, lines 22-25). The 
lead body 12 of Stokes appears not to include an open lumen {see, e.g.. Figure 2). 
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Yokoyama is relied on for teaching a delivery sheath. The combination of Stokes and 
Yokoyama fails to teach or suggest at least one feature of Appellant's independent claim 21, 
notwithstanding the added teachings of Yokoyama. Moreover, Yokoyama discloses a needle 1 
situated in a lumen of a sheath 3 which is used to pierce the chest wall. The needle 1 is then 
retracted into the sheath lumen slightly and the sheath 3 is advanced to a position near the heart. 
The needle 1 is then removed from the sheath 3, and an elecfrode needle wire 4 is inserted into 
the sheath lumen and used to pierce the heart. Column 2, lines 41-64 of Yokoyama. As such, the 
elecfrode needle wire 4, and not the needle 1, is used to pierce the myocardium. 

Because all features of claim 21 are not disclosed or suggested by the combination of 
Stokes and Yokoyama, claim 21 is not obvious in view of this asserted combination. Claims 22- 
26 are also not obvious in view of the asserted combination, since these claims depend from 
nonobvious independent claim 21. /« re Fine, 837 F.2d 1071 (Fed. Cfr. 1988). Appellant 
respectfully submits that the obviousness rejections of claims 21-26 in view of Stokes and 
Yokoyama cannot be sustained. 

For the reasons discussed above, Appellant respectfully requests reversal of the rejections 
of claims 1-26. The undersigned is with authority to prosecute the appeal on behalf of the 
Assignee. Authorization is given to charge Deposit Account No. 50-3581 (GUID.077PA) any 
necessary fees for this filing. 

RespectfiiUy submitted, 

HOLLINGSWORTH & FUNK, LLC 

8500 Normandale Lake Blvd., Suite 320 
Minneapolis, MN 55437 
952.854.2707 (direct tel.) 
952.854.2700 (main tel.) 

/Mark A. HoUingsworth/ 
Mark A. HoUingsworth 
Reg. No.: 38,491 
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